
NDA 20-280/S-025

JUL 11 2000

Pharmacia & Upjohn Company
Attention: Cynthia J. Blanchard
Regulatory Manager
7000 Portage Road
Kalamazoo, MI 49001

Dear Ms. Blanchard:

Please refer to your supplemental new drug application dated January 11, 2000, received January
13, 2000, submitted under section 505(b) of the Federal Food, Drug, and Cosmetic Act for
Genotropin (somatropin [rDNA origin] for injection).

This “Changes Being Effected in 30 days” supplemental new drug application provides for a
correction to the gauge size of the needle provided with the product, Genotropin MINIQUICK.

We have completed the review of this supplemental application and have concluded that
adequate information has been presented to demonstrate that the drug product is safe and
effective for use as recommended in the submitted final printed labeling (device instructions for
use submitted January 11, 2000). Accordingly, the supplemental application is approved
effective on the date of this letter.

We remind you that you must comply with the requirements for an approved NDA set forth
under 21 CFR 314.80 and 314.81.

If you have any questions, call Crystal King, P.D., M.G.A., Regulatory Project Manager, at (301)
827-6423.






